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- Th0 MAILING DATE of this communication appears on tho cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. / 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). tn no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 15 Mav 2006 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under £x parte Quay/e, 1935 CD. 11. 453 O.G. 213. 

Disposition of Claims 

4) 1^ Claim(s) 55-72 is/are pending in the application. 

4a) Of the above clalm(s) 56-65 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 0 Claim(s) is/are rejected. 

?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: aO accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the connection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or forni PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Restrictions 

1 . Claims 56-65 remain withdrawn from further consideration pursuant to 37 CFR 1 . 142(b), 
as being drawn to a nonelected invention, there being no allowable generic or linking claim. 
Applicant timely traversed the restriction (election) requirement in the reply filed on 22 
November 2005. 

2. This application contains claims 56-75 drawn to an invention nonelected with traverse in 
response received 22 November 2005. A complete reply to the final rejection must include 
cancellation of nonelected claims or other appropriate action (37 CFR 1.144) See MPEP 
§821.01. 

Specification 

3. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

4. The abstract of the disclosure is objected to because it does not reflect the claimed 
invention. Correction is required. See MPEP § 608.01(b). 

5. The lengthy specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. AppUcant's cooperation is requested in correcting any 
errors of which applicant may become aware in the specification. 
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6, The amendment filed 22 November 2005 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material, which is not 
supported by the original disclosure, is as follows: Claims 55-72. A review of the amendment 
fails to find where support for the claims is to be located. Further, the amendment was not found 
to contain a statement that it contained no new matter, and a review of the specification, 
including the 23 examples provided, fails to teach tiie claimed invention. 

7. Applicant is required to cancel the new matter in the reply to this Office Action. 



Claim Rejections - 35 USC §112 

8. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

9. Claim 55 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which appUcant regards as 
the invention. It is noted that claim 55 requires one to determine the expression level of a 
nucleic acid." While a nucleic acid may well encode a protein, the nucleic acid is not being 
expressed. Rather, the protein, which is encoded by the nucleic acid, is being expressed, with the 
DNA being transcribed to mRNA, and the mRNA subsequently being translated into a protein 



10. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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1 1 . Claims 55 and 66-72 remain rejected under 35 U.S.C. 1 12, first paragraph, as failing to 

comply with the written description requirement. The claim(s) contains subject matter, which 

was not described in the specification in such a way as to reasonably convey to one skilled in the 

relevant art that the inventor(s), at the time the application was filed, had possession of the 

claimed invention. Attention is directed to the decision in University of Rochester v. G.D. Searle 

& Co. 68 USPQ2D 1424 (Fed. Cir. 2004) at 1428: 

To satisfy the written-description requirement, the specification must describe 
every element of the claimed invention in sufficient detail so that one of ordinary skill in 
the art would recognize that the inventor possessed the claimed invention at the time of 
filing. Vas-Cath, 935 F.3d at 1563; see also Lockwood v, American Airlines, Inc., 107 
F.3d 1565, 1572 [41 USPQ2d 1961] (Fed. Cir. 1997) (patent specification must describe 
an invention and do so in sufficient detail that one skilled in the art can clearly conclude 
that "the inventor invented the claimed invention"); In re Gosteli, 872 F.2d 1008, 1012 
[10 USPQ2d 1614] (Fed. Cir. 1989) ("the description must clearly allow persons of 
ordinary skill in the art to recognize that [the inventor] invented what is claimed"). Thus, 
an applicant corrq^lies with the written-description requirement "by describing the 
invention, with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., that set 
forth the claimed invention." Lockwood, 107 F.3d at 1572. 

12. For convenience, claim 55 is reproduced below. 

Claim 55 {Cuir«itiy Aiwendl^): A me^d otdmj^o^n$ or mooltoriog tra«spiant 
rejection in a patie^^^^ 

paticfit to diagnose or monitw traos^^lgnt rejection whwcin said n^icldc acid comprise a nwleottcte 
g^u^mw whar '^ n gaid n uc iw ti de g ^qu CT W' selected from the group consisting of 

SEQ ID NO: 3702, SEQ ID HOi 2073, SEQ ID NO: 21 3, SEQ ID NO: 3028, SEQ 10 NO: 4758, 
SEQiD NO: 6299, SEQ JD NO: 832, SEQ ID NO: 2143, SEQ ID NO: 3$5J, and SHQ ID NO: 
3750. : . , 

13. For purposes of examination, the claim has been interpreted as encompassing the 
reproducible diagnosis of transplant organ rejection in any animal, and without regard to the 
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animal having the recited sequence in its genome. Further, the method fairly encon^asses 
diagnosing transplant rejection when the patient may be of any gender, and/or on any drug 
treatment. 

14. A review of the disclosure finds 23 examples, of these examples 1 1 and 12 (specification 
at pages 133-140) come closest to the claimed method, but then they are to result only in 
"Identification of diagnostic gene sets useful in diagnosis and treatment of Cardiac allograft 
rejection," and "Identification of diagnostic nucleotide sets for kidney and liver allograft 
rejection," respectively. None part of the specification has been found to provide an adequate 
written description of the claimed method. This is especially significant as one is to be making a 
diagnosis that is based upon the measured levels of expression (transcription?) of a specific 
sequence. To the extent that the claims recite "expression," said claims have also been 
interpreted as encompassing the actual expression of the encoded protein. The claimed method, 
however, at no time requires one to actually determine the level of expression of the encoded 
protein. While RNA levels are measured, RNA level does not always track with levels of 
translation (expression of the encoded protein). 

15. At page 25 of the response of 15 May 2006, appUcant's representative asserts that armed 
with the Sequence Listing, and the summary of the invention, that "one would understand that 
the method of the invention involves detection of the expressed of various nucleic acids to 
diagnose or monitor transplant rejection." Attention is directed to page 494 as disclosing SEQ 
ID NO. 4758. 

16. The above argument has not been found persuasive, as appUcant is not claiming the 
50mer represented by SEQ ED NO. 4758. AppUcant's argument, like the specification, is silent 
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as to where the specification describes the claimed method in such full, clear, exact and concise 
language so as to enable and to reasonably suggest that applicant had possession of the invention. 
It is further noted that applicant's representative has not identified where applicant has identified 
and fully disclosed their preferred embodiment for practicing each embodiment of the claimed 
method. Attention is directed to the decision of Vas-Cath Inc. v. Mahurkar 19 USPQ2d 1111 
(CAFC, 1991): 

This court in Wilder (and the CCPA before it) clearly recognized, and we hereby 
reaffirm, that 35 USC 1 12, first paragraph, requires a "written description of the 
invention" which is separate and distinct fi'om the enablement requirement. The 
purpose of the 'Svritten description" requirement is broader than to merely explain 
how to "make and use"; the "applicant must also convey with reasonable clarity 
to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the "written 
description" inquiry, whatever is now claimed. 

For the above reasons, and in the absence of convincing evidence to the contrary, the rejection is 
maintained. 

Conclusion 

17. Any inquiry concerning this communication or earlier communications fi'om the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-0751. 
The examiner can normally be reached on 6:30 a.m. to 5 pm, Monday through Thursday. 

18. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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19. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 
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